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WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 
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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 
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1 )IEl Responsive to communication(s) filed on 03 February 2006 . 
2a)[X] This action is FINAL. 2b)D This action is non-finaL 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4) K Claim(s) 1-15 is/are pending in the application. \ 
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5) D Claim(s) is/are allowed. 

6) E3 Claim(s) 1-15 is/are rejected. 

7) D Ctaim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) 13 The drawing(s) filed on 03 February 2006 is/are: a)E3 accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
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a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 
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DETAILED ACTION 
Drawings 

1 . The drawings were received on 3 February 2006. These drawings are accepted. 



Claim Rejections - 35 USC § 103 

2. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

3. Claims 1-15 are rejected under 35 U.S.C. 103(a) as being unpatentable over US 
4,306,705 to Svensson et al. 

In the specification and figures, Svensson discloses the device substantially as 
claimed by applicant. In particular, Svensson discloses a connection device that 
maintains sterility via packaging, barrier covers 10, or filters (see column 2, lines 35-44, 
column 4, lines 65-67, column 5, lines 57-62, column 12, lines 27-39). The device 
comprises a coupler 6 with housing 8 and inlet connector 6a, outlet connector 1b, 
passage or port 6c, o-rings 9, and stem or valve 7 movable within the port. The valve 7 
is moved between various open and closed positions to allow flow through passage 6c. 
Svensson does not specifically disclose sealing barrier plugs, however, the inlet and 
outlet of the coupler may be covered by valve 3, valve 44, or filters (not labeled) to 
create at sterile barrier within the flow passage. 
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Therefore, it would have been obvious to one having ordinary skill in the art at 
the time the invention was made to place sterile barriers such as filters in the flow 
passage of the Svensson connector in order to maintain the sterility of the flow passage, 
also taught by Svensson. 

With regard to applicant's claim drawn to the size of the openings suitable for 
containing a barrier plug, such variations in size are considered to be within the skill of a 
worker in the art. See MPEP 2144.04. 

With regard to applicant's claim drawn to the motion of the port, such a limitation 
is a recitation of the intended use of the device. It has been held that a recitation with 
respect to the manner in which a claimed apparatus is intended to be employed does 
not differentiate the claimed apparatus from a prior art apparatus satisfying the claimed 
structural limitations. See MPEP 2114. 

Response to Arguments 

4. Applicant's amendment filed 3 February 2006 has been entered and considered. 

5. Applicant's arguments filed 3 February 2006 have been fully considered but they 
are not persuasive. 

6. Applicant argues that Svensson does not disclose the use of filters in the 
disclosed valve. However, as set forth in the rejection above, Svensson does, in fact, 
recite the use of filters at column 12, lines 27-39. 

7. In response to applicant's argument that the references fail to show certain 
features of applicant's invention, it is noted that the features upon which applicant relies 
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(i.e., radial seals) are not recited in the rejected claim(s). Although the claims are 
interpreted in light of the specification, limitations from the specification are not read into 
the claims. See In re Van Geuns, 988 F.2d 1181, 26 USPQ2d 1057 (Fed. Cir. 1993). 
Applicant argues that the prior art fails to disclose plugs with a radial seal. However, 
applicant does not set forth any structural limitations that distinguish the claimed sterile 
barrier plug from the barrier covers 10 disclosed by Svensson. 

8. In response to applicant's argument that there is no motivation to arrive at the 
instant invention, the test for obviousness is not whether the features of a secondary 
reference may be bodily incorporated into the structure of the primary reference; nor is it 
that the claimed invention must be expressly suggested in any one or all of the 
references. Rather, the test is what the combined teachings of the references would 
have suggested to those of ordinary skill in the art. See In re Keller, 642 F. 2d 413, 208 
USPQ 871 (CCPA 1981). In this case, Svensson teaches that maintaining sterility within 
the valve is important and that the inlet and outlet may be covered by filters that act in 
the same manner as the plugs disclosed by applicant. Therefore, it would have been 
obvious to one having ordinary skill in the art at the time the invention was made to 
substitute applicant's plugs for the sterile barriers disclosed by Svensson in order to 
maintain a sterile passage. 

9. In response to applicant's argument that the instant invention comprises a stem 
that is capable of linear movement, a recitation of the intended use of the claimed 
invention must result in a structural difference between the claimed invention and the 
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prior art in order to patentably distinguish the claimed invention from the prior art. See 
MPEP2114. 

10. In response to applicant's argument that the size of the openings is not within the 
skill of a worker in the art, the fact that applicant has recognized another advantage 
which would flow naturally from following the suggestion of the prior art cannot be the 
basis for patentability when the differences would otherwise be obvious. See Ex parte 
Obiaya, 227 USPQ 58, 60 (Bd. Pat. App. & Inter. 1985). In the instant case, variations in 
size are held to be obvious variations of the prior art absent any unexpected result. 
Therefore, the instant invention is unpatentable over the prior art. 

Conclusion 

1 1 . THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 . 1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Leslie R. Deak whose telephone number is 571-272- 
4943. The examiner can normally be reached on M-F 7:30-5:00, every other Friday off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tanya Zalukaeva can be reached on 571-272-1115. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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